





UNITED STATF^ftEPARTMENT OF COMMERCE 
United States Patent and Trademark Offic^ — v 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS ] 
Washington, D.C. 20231 / ^ tj 








/ 


APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR ATTORNEY DOCKET J^Q,- ^ 



0 9 / 7 3 2 6 3 S :L 2 / 0 8 / 0 0 G A 3 T A N 



r 



024256 

D INSHORE g< SHONE, LLP 
190 0 CHEMED CENTER 
255 EAST FIFTH STREET 
CI NO INN ATI OH 4S202 



i n n f : •»• i h 1 



EXAMINER 



!■■■! 



8 IS SON v h 



ART UNIT 



PAPER NUMBER 



1 



DATE MAILED: 



0 6 / 2! 2. / U ' 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 



Commissioner of Patents and Trademarks 



PTO-90C (Rev. 11/00) 



1- File Copy 



Office Action Summary 



Application No. 

09/732,638 



Examiner 



Bradley L. Sisson 



Applicant(s) 

CASTAN, ANDREAS 



Art Unit 

1655 



~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MO NTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a reply be timely filed 

?f ^nS^ 2^ £X wKllWly within the statutory minimum of thirty (30) days will be considered timely. 

I NO period WpS^mi above, the maximum" statutory periodwil. apply and will expire SIX (6) ^^^^^^^ n commumcat.on. 

- Failure to reply within the set or extended period for reply will, by statute, cause the applicat.on to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 



Responsive to communication(s) filed on 08 October 2000 . 
This action is FINAL. 2b)E3 This action is non-final. 



1)K 
2a)Q 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 



Disposition of Claims 

4) [x] Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) E] Claim(s) 1-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are objected to by the Examiner. 

The proposed drawing correction filed on is: a)D approved b)Q disapproved. 



12)D The oath or declaration is objected to by the Examiner. 



Priority under 35 U.S.C. § 119 

1 3)E3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d) or (f). 
a)|ElAll b)D Some*c)D None of: 

1 M Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. 



3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

15) ^ Notice of References Cited (PTO-892) 18) □ Interview Summary (PTO-413) Paper No(s). _ 

1 6) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 1 9) □ Notice of Informal Patent Application (PTO-1 52) 

17) information Disclosure Statement(s) (PTO-1 449) Paper No(s) 6. 20) □ Other: 
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Art Unit: 1655 

DETAILED ACTION 

Location of Application 

1. The location of the subject application has changed. The subject application is now 
located in Group 1650, Art Unit 1655, and has been assigned to Primary Examiner Bradley L. 
Sisson. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-20 are rejected under 35 US.C. 112, first paragraph, because the specification, while 
being enabling for the method of claim 1 with the added limitations that 

• the recombinant human growth hormone is being produced in E. coli; 

• that the carbon source is not exhausted; 

• that the culture conditions remain aerobic; 

• that the feed stock was added as a square wave function of +/- 30% where the wave 
period was for 1 minute; and 

• the feedstock was added during agitation of +/- 2-% with square wave period of 1 
minute, 

does not reasonably provide enablement for the use of any organic carbon source, nor for the 
recombinant production of any protein nor for the use of any type of cell. The specification 
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does not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. Factors to 
be considered in determining whether a disclosure would require undue experimentation have 
been summarized in In re Wands, 8 USPQ2d 1400 (CAFC 1988). They include (1) the quantity 
of experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence 
or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. 

The Quantity of Experimentation Necessary 

The quantity of experimentation need is great, on the order of several man-years and then 
with little, if any, reasonable expectation of success. 

The Amount of Direction or Guidance as well as Examples Proyided 

The specification provides but one example where the claimed method was practiced 

(pages 6-8 of the specification). The specification has not provided other examples, much less 

other examples where the unexpected physiological result was obtained. The limited guidance 

provided speaks to the need for the claims to be limited to the disclosed embodiment. The 

claimed invention relates directly to matters of physiology and chemistry, which are inherently 

unpredictable and as such, require greater levels of enablement. As noted in In re Fisher 166 

USPQ 18(CCPA, 1970): 

In cases involving predictable factors, such as that, once imagined, other embodiments 
can be made without difficulty and their performance characteristics predicted by resort to 
known scientific laws. In cases involving unpredictable factors, such as most chemical reactions 
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and physiological activity, the scope of enablement obviously varies inversely with the degree of 
unpredictability of the factors involved. 



The Nature o f the Invention 

The claimed invention relates directly to matters of physiology and chemistry, which are 
inherently unpredictable and as such, require greater levels of enablement. As noted in In re 
Fisher 166 USPQ 18 (CCPA, 1970): 

In cases involving predictable factors, such as that, once imagined, other 
embodiments can be made without difficulty and their performance characteristics 
predicted by resort to known scientific laws. In cases involving unpredictable factors, 
such as most chemical reactions and physiological activity, the scope of enablement 
obviously varies inversely with the degree of unpredictability of the factors involved. 



The State of the Prior Art 

The state of the prior art is such that the unexpected result obtained by applicant would 
not be expected to occur with other organisms producing other polypeptides and where they are 
grown under differing conditions. It is essential that the claimed method produce polypeptides 
that have the activity associated with the naturally occurring polypeptide. The specification has 
not shown that the claimed method is generally applicable whereby increased production of a 
polypeptide will result and where the polypeptide, if produced in increased quantities, will 
demonstrate the biological properties that will in turn impart utility to the claimed method. 



The Relative Skill o f Those in the Art 

The relative skill of those in the art that is most closely associated with the claimed 
invention is high, on par with those that hold a Ph.D. in biochemistry. 
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The Breadth o f Scope of the Claims 

The claims have sufficient breadth of scope so to encompass the production of virtually 
any polypeptide in any microorganism where said microbe is being cultured in a fed-batch 
configuration. 

For the above reasons, and in the absence of convincing evidence to the contrary, 
applicant is urged to consider narrowing the scope of the claims to those embodiments 
adequately supported by the disclosure. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S,C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-4 and 8-10 rejected under 35 U.S.C 102(b) as being anticipated by Yang. 

5. Yang discloses the optimization of protein production in fed-batch cultures of E, coli 
where glucose is added to the culture in an "incremental" manner. The aspect of an 
"incremental" feeding is considered to meet the limitation of applicant's square wave pattern. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L, Sisson whose telephone number is (703) 308-3978. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Stephanie Zitomer can be reached on (703) 308-3985. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 305-3592 for regular 
communications and (703) 308-0294 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1655 



BLS 

June 21, 2001 



